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International application No. 

PCT/US 01/22035 



This International Searching Authority found multiple (groups of) 
inventions in this international application, as follows: 

1. Claims: 1-9,12-14,16-19,25,26,28-42,44-53,55-61, 

63-65 (all partially) 



Invention 1: 

A primer comprising a nucleotide sequence substantially 
identical to SEQ ID No. 3 or 4; a solid matrix, comprising 
said primer immobilised on the solid matrix; a kit 
comprising said primer; a primer pair comprising SEQ ID Nos. 
3 and 4; a method of detecting the presence or absence of a 
mutation in a PKD1 polynucleotide in a sample using said 
primer pair; a method of identifying a subject at risk for a 
PKDl-associated disorder using said primer pair; a method of 
diagnosing a PKDl-associated disorder in a subject using 
said primer pair; a kit comprising said primer pair. 

2. Claims: 1-9,12-14,16-19,25,26,28-42,44-53,55-61, 

63-65 (all partially) 



Inventions 2-6: 

Idem as invention 1, but for each of the inventions 2-6 
limited to one of the' following pairs of SEQ ID Nos. 5 and 
6, 7 and 8, 9 and 10, 13 and 14, 15 and 16. 

3. Claims: 1-9,12-14,16-19,25,26,28-42,44-53,55-61, 

63-65 (all partially) 



Invention 7: 

A primer comprising a nucleotide sequence substantially 
identical to SEQ ID No. 12; a solid matrix, comprising said 
primer immobilised on the solid matrix; a kit comprising 
said primer; a primer pair comprising SEQ ID Nos. 11 and 12; 
a method of detecting the presence or absence of a mutation, 
in a PKD1 polynucleotide in a sample using said primer pair; 
a method of identifying a subject at risk for a 
PKDl-associated disorder using said primer pair; a method of 
diagnosing a PKDl-associated disorder in a subject using 
said primer pair; a kit comprising said primer pair. 

4. Claims: 1-9,12-14,16-19,25,26,28-42,44-53,55-61, 

63-65 (all partially) 



Invention 8: 

A primer comprising a nucleotide sequence substantially 
identical to SEQ ID No. 17; a solid matrix, comprising said 
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primer immobilised on the solid matrix; a kit comprising 
said primer; a primer pair comprising SEQ ID Nos. 17 and 18; 
a method of detecting the presence or absence of a mutation 
in a PKD1 polynucleotide in a sample using said primer pair; 
a method of identifying a subject at risk for a 
PKDl-associated disorder using said primer pair; a method of 
diagnosing a PKDl-associated disorder in a subject using 
said primer pair; a kit comprising said primer pair. 

5. Claims: 1-7,10,11,15-19,25,27-42,44,46-61, 

63-65 (all partially) 



Invention 9: 

A primer comprising a nucleotide sequence substantially 
identical to SEQ ID No. 19 or 20; a solid matrix, comprising 
said primer immobilised on the solid matrix; a kit 
comprising said primer; a primer pair comprising SEQ ID Nos. 
19 and 20; a method of detecting the presence or absence of 
a mutation in a PKD1 polynucleotide in a sample using said 
primer pair; a method of identifying a subject at risk for a 
PKDl-associated disorder using said primer pair; a method of 
diagnosing a PKDl-associated disorder in a subject using 
said primer pair; a kit comprising said primer pair. 

6. Claims: 1-7,10,11,15-19,25,27-42,44,46-61, 

63-65 (all partially) 



Inventions 10-51: 

Idem as invention 9, but for each of the inventions 10-51 
limited to one of the further combinations of SEQ ID Nos. 
proposed in claim 11. 

7. Claims: 20-24,62,66 (all partially) 

Invention 52: 

An isolated polynucleotide, comprising a contiguous sequence 
of at least about ten nucleotides substantially identical to 
a nucleotide sequence of SEQ ID No. 1 or a nucleotide 
sequence complementary thereto, the contiguous nucleotide 
sequence comprising with respect to SEQ ID No. 1 a T at 
nucleotide position 474; a vector comprising said 
polynucleotide; a host cell containing said vector; a solid 
matrix, wherein said polynucleotide is immobilised on the 
solid matrix; a method of detecting the presence of a mutant 
PKD1 polynucleotide in a sample using said polynucleotide; a 
kit containing said polynucleotide. 

8. Claims: 20-24,62,66 (all partially) 

Inventions 53-83: 
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Idem as invention 52, but for each of the inventions 53-83 
limited to one of the further variants proposed in claim 20. 

9. Claim : 67 (completely) 

Invention 84: 

A kit comprising an antibody that specifically binds to a 
mutant PKD1 polynucleotide. 



1. The only identifiable technical feature that all 84 inventions have 
in common is the PKD1 gene. Inventions 1-51 all propose primers with 
specificity for the PKD1 gene. Inventions 52-83 all relate to variations 
of the PKD1 gene. 

2. EMBL Accession no. L39891 (Dl) and US 6071717 (D2) disclose the PDK1 
gene and the PKD1 protein. D2; Watnick et al . , Am. J. Hum. Genet. 
65:1561 (1999XD3), Watnick et al . , Hum. MoT. Genet. 6:1473 (1997) (D4); 
Watnick et al . Mol . Cell 2:247 (1998) (D5); Peral et al . , Am. 0. Hum. 
Genet. 58:86 (1996) (D6); Roelfsema et al . , Am. J. Hum. Genet. 61:1044 
(1997) (D7); Neophytou et al . , Hum. Genet. 98:437 (1996) (D8); Perrichot 
et al., Hum. Genet. 105:231 (1999) (D9); Turco et al . , Hum. Mol. Genet. 
4:1331 (1995) (D10); and Thomas et al , , Am. J. Hum. Genet. 65:39 (1999) 
(DID disclose primers specific for the PKD1 gene. Furthermore D3-D9 
disclose variants of the PKD1 gene and methods for determining said 
variants. 

3. In view of the prior art represented by Dl-Dll the problem of the 
underlying application can be defined i) with respect to inventions 

1- 51, as the provision of further primers specific for the PKD1 gene; 
ii) with respect to inventions 52-83, as the provision of further 
variants of the PKD1 gene; and iii) with respect to invention 84 as the 
provision of an antibody specific for a mutant PKD1 polypeptide. 

4. Each of the primers listed above under inventions 1-51 represents an 
independent solution concerning the problem given under item 3.i). 
Solution 1 is the provision of a primer comprising a nucleotide sequence 
substantially identical to SEQ ID No. 3 or 4; a primer pair comprising 
SEQ ID Nos. 3 and 4; and methods using said primer pair. The solutions 

2- 51 are each the provision of a different primer and primer pair. 
Each of the PKD1 gene variants listed under inventions 52-83 represents 
an independent solution to the problem given under item 3.ii). Solution 
52 is the provision of a PKD1 variant with a T at nucleotide position 
474 and a method using said variant. The solutions 53-83 are each the 
provision of a different PKD1 gene variant. 

Invention 84 provides a solution to the problem of providing an antibody 
specific for a mutant PKD1 polypeptide. 

5. In view of the fact that the PKD1 gene and variants thereof, as well 
as primers and primer pairs specific for the PKD1 gene are already known 
from the prior art, due to the essential differences in primary 
structure of both the PKD1 gene variants and the different primers 
specific for the PKD1 gene; and due to the fact that no other technical 
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features can be distinguished which, in the light of the prior art, 
could be regarded as special technical features common to the above 
solutions, the ISA is of the opinion that there is no single inventive 
concept underlying the plurality of said 84 solutions in the sense of R. 
13.1 PCT. Consequently, there is a lack of unity, and different 
inventions, not belonging to a common inventive concept are formulated 
as different subjects on the communication pursuant to Art. 17(3)(a) 
PCT. 

6. The ISA has searched the first invention. 
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FURTHER INFORMATION CONTINUED FROM PCT/ISA/ 206 



Continuation of Box 3. 

Claims Nos. : 1-5,7,1 2-25 , 28-42 , 44 , 46-49 , 53-66 



1. Present claims 1-5, 7, 12-25, 28-42, 44, 46-49, 53-66 relate to an 
extremely large number of possible primers/methods. In fact, the claims 
contain so many options and possible permutations 

that a lack of clarity and conciseness within the meaning of Article 6 
PCT arises to such an extent as to render a meaningful search of the 
claims impossible. 

1.1 Consequently, the search with respect to invention 1 i.e. parts of 
claims 1-5, 12-14, 16-19, 25, 28-42, 44, 46-49, 53, 55-61, and 63-65 has 
been carried out for those parts of the application which do appear to be 
clear and concise, namely primers defined by the primer pairs given in 
claim 9, as well as methods using said primer pairs. 

1.2 The same would apply to inventions 2-9, should the applicant decide 
to have said inventions searched. 

1.3 Should the applicant decide to have inventions 9-51 searched, the 
subject-matter of claims 1-5, 7, 15-19, 25, 28-42, 44, 46-49, 53-61, and 
63-65 will only be searched insofar as it relates to primers defined by 
the primer pairs given in claim 10, as well as methods using said primer 
pairs . 

1.4 Should the applicant decide to have inventions 52-83 searched, the 
subject-matter of claims 20-24, 62, and 66 will only be searched insofar 
as it relates to variants of the PDK1 gene as defined by one of the 
changes with respect to SEQ ID No. 1 given in claim 20, as well as 
methods using said variants. 

1.5 As it is furthermore not clear which combination of a polynucleotide 
according to claim 20 with an amplification product obtained with a 
primer pair according to claim 7 allows to identify the presence or 
absence of a mutation in said amplification product, the subject-matter 
of claim 43 was considered to be too unclear for a search to be carried 
out. 

2. Moreover, present claims 1-5 and 63-65 relate to primers defined inter 
alia by reference to the following parameters: 

PI: a 5' region selectively hybiridising to a PDK1 gene sequence and, 
optionally, to a PDK1 gene 
homolog sequence 

P2: a 3' region slectively hybridising to a PDK1 gene sequence, and not 
a PDK1 gene homolog sequence 

The use of these parameters in the present context is considered to lead 
to a lack of clarity within the meaning of Article 6 PCT. It is 
impossible to compare the parameters the applicant has chosen to employ 
with what is set out in the prior art. The lack of clarity is such as to 
render a meaningful complete search impossible. Consequently, the search 
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has been restricted to: 

Primers defined by the primer pairs given in claim 9, as well as methods 
using said primer pairs. 

In case of a further search with respect to inventions 9-51, primers 
defined by the primer pairs given in claim 10, as well as methods using 
said primer pairs will be searched. 

The applicant's attention is drawn to the fact that claims, or parts of 
claims, relating to inventions in respect of which no international 
search report has been established need not be the subject of an 
international preliminary examination (Rule 66.1(e) PCT). The applicant 
is advised that the EPO policy when acting as an International 
Preliminary Examining Authority is normally not to carry out a 
preliminary examination on matter which has not been searched. This is 
the case irrespective of whether or not the claims are amended following 
receipt of the search report or during any Chapter II procedure. 



page 2 of 2 



Annex to r ti PCT/ISA/206 
COMMUNICATION K. -ATING TO THE RESULTS 
OF THE PARTIAL INTERNATIONAL SEARCH 



tnterr nal Application No 

PCT/US 01/22035 



1The present communication is an Annex to the invitation to pay additional fees (Form PCT/ISA/206). It shows the 
results of the international search established on the parts of the international application which relate to the invention 
first mentioned in claims Nos.: 



lT .see 'Invitation to .pay additional fees/.. ... 

I.This communication is not the international search report which will 



report which will be established according to Article 18 and Rule 43. 

3. If the applicant does not pay any additional search fees, the information appearing in this communication will be 
considered as the result of the international search and will be included as such in the international search report. 

4. If the applicant pays additional fees, the international search report will contain both the information appearing in this 
communication and the results of the international search on other parts of the international application for which such 
fees will have been paid. 
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"A" document defining the general state of theart which is not 
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"E' earlier document but published on or after the international 
filing date 

"L" document which may throw doubts on priority caim(s) or 
which is cited to establish the publication date of another 
citation or other special reason (as specified) 

*0" document referring to an oral disclosure, use, exhibition or 
other means 

"P" document published prior to the internationalfiling date but 
later than the priority date claimed 



T later document published after theinternational filing date 
or priority date and not in conflict with theapplication but 
cited to understand the principle or theory underlying the 
invention 

"X" document of particular relevance; the claimed invention 
cannot be considered novel or cannot be considered to 
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